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‘..“ _j ._ * . . .: 

SUWIM~R~; The Food and Drug Administration (FDA) is announcing the * “.“‘*.‘.,I”- /.-. .> .I c __,^jl __ ,, ., ./ eI. “_ ‘ * 

availability of the draft guidance entitled “Class II Special Controls Guidance a. -. l.“i ., .>llll,.. \.,j ,, _/) 

Document; Dental Sonography and Jaw Tracking Devices; Draft Guidance for ,, : .. :..,.-sj._ __ ._,_ ,;, (‘ 

Industry and FDA Reviewers. ” This draft guidance document @as &eloped 

as a special control guidance to support the classificatkm of certain dental 

sonography and jaw tracking devices into ,class II., Elsewhere in this issue, of I-_‘I~ ,, : ‘, :‘ ‘ _ / I 

the Federal Register, FDA is publishing a proposed rule to classify these device 

types. This guidance is neither final nor is it,in~effect at this time, I- “,_< 

DATES: Submit written or electronic comments,or$e2 draft guidance bY [insert I _ -a.“* z_ , i.” ~<W”! IF11 ,y,*, ‘s*.r, q. ,J ?-‘A ,y*,, ST, Jf& ,:,~,<&s*j’,3”~, _, s i~‘.~~i~~,~~~,~~,~~~~il,,’ <; i / (p J ,;‘j; ::: ;:,; “;. -: .,. “-:,..y”:~“,-?, :z 9, ,.*,a ,.),A_ .L., &,,:..” -.-: ,,, . ‘/‘. ” .“S ~_2 ” .;.I., ,), 

date go days after date of publication in the Federal Register]. ” .“.‘., . r.*<- “,“w* *a**“.*Lr ” .:**. __ j 

ADDRESSES: submit written requests for single copies on a 3 .V,dis$ette, of the, “’ -aA..“.-‘*i- “:,ir w:*.., ,..)d>,* ,* __ I ,,_, 1( __ ; _” / .,, ,, -, _. ._ _,,_. ,, ..i*, ., _, 

draft guidance document entitled “Class II Special Controls Guidance, ,.,. / I. ~., 

Document: De.ntal Sonography and Jaw Tracking Devices; Draft Guidance for _i 2”. / .) 

Industry and FDA Reviewers ” to the Divisi,on, of ,Small Manufacturer:, / ” .\ __ 

International, and Consumer Assistance (HFZ-ZZO), Center for Devices and / 

Radiological Health, Food and Drug Administratio.n., 1350 PiGcard Dr., 

ch024 



Rockville, MD zOfj5O. Send two s@k@essed adhesive labels to,,~~?~~~~,$?t , __., 
.-a> _, -v . *, ; z . ^ ,” ;11.4,1, / *.1‘, ., :- ,_, ,;.y::,‘, r: ~.;,~r,‘,’ :, 

“.,jbl -.-e*., Il_‘.... +*. _/” /S”’ ‘.I -.-_,. - 1. _, ̂ ( .., .I .” _, ,, , ,, ,, ,,,: _ _: ~j -‘ _ . ..’ /.,, _ , 

office in processing your request, or fax YOW reqtiest to 3O1-443~8818. 

Submit written comments conceping this draft guidance to .the Dockets 

Management Branch (HFA-305),5630 Fishers ..&Qe, ru-+O~~~, ~@~ille, MD 

20852. Submit $ectry$C comments tohttp:/~~.fda-gov/dockets/ II .,, __L! _ _” ‘_ _. 

ecomments, Comments should be i&@&d with, the docket .number found in i/ ,. s_a:.;i-.**i ,,.‘ 7. ,,*‘“i,*r Y ,._. >; I* # - “,I d .” *ri* ‘iIi>i A& ,;,.a _s, _( _ j I, (._ ,.I I , 5, ,i, ‘~” ~,. ” i. ,.r: -._* :. __^ ,~_,*/_. ‘, ‘7.2 e-: _( i ,, 
brackets in the heading of this document, See the, suppL~MENTARY,~~Fo~MATlON . . . . _I ;. ._,‘ . _ _,.. ( 

section for information on electronic accessto, th;e guidance. ” * b \. */ L ._I* -‘a‘.*” i ,,‘i,,.,‘(< j”l ,,;, .i.e.; 7,: ,, ,+,: c ;> r*-‘( .- _ .*. . ,,: I___ ), , ,_/ :- I ‘-, ‘) 2. ./I‘ ;. _ ; ,, ,), i , ,_ -, 

FOR FURTHER INFORM+TION CONTACT: h$uy S. Runner, Center for Devices and i 7’ 

Radiological Health (l33-+30), Food and Drug Administratbn, 9200 Corporate 

Blvd., Rockville, MD 20850,301-827-5283. 

SUPPLEMEN-JARI/~NFORMATION: .” ,t , :li:: . . ,.r-.“ 1 , ., ‘j::,“. ,‘ 

I. Background 

FDA developed this draft guidance docur@+ as .a special ~on.trol guidance , 

to support the cIass$cation of certain ,d~$$sot~~graphy and jaw hacking t % > I / ,I 

devices into class 11: FDA,beli,GyeS, t.$ special controb, when combined wit-$ 

the general controls, will be sufficient .to pr0vide.reasonabl.e assurance of the 

safety and effectiveness of dental sonography and jaw tracking devices. This . “, ..r,i* )‘._\ i.. ._ , ^_ _- ! ,, (” _ ,, )” ” -/ ., 

draft gui&.nce,document identifies the class, product co.de, and classification ‘%.J*;j ‘. j 2 I .“.e.,> :r:#. ?r:‘29.‘G->.q ” ‘:“yi” :..e:;,, ,_ __” ,, -‘,-_,, ,_ ,( ,” I-, ~ ,,” _,~ ,~ ,, _; _) I;- _, _(_ , 

definition for these devices. In a$Gcl~~+ it identifies the risks to health ^ _ : . ,_ ,I_ _’ I.... 

generally associated with this generic type of device, describes the device 

evaluation and labebng measures that -A believes will mitigate those risks, _,,.. :__” , 

explains how mar&xturers sh,ould.address those risks in a premarket ‘L‘ ‘” mz i_ ‘” ,“> ,,;i “I” ,“.W $g@ u* : rr;i‘ &L< $,,,Z., Bbi ‘( ?-~i,.~--. -e- j, i ̂  ,.,:._ v .~~gJ~.:~:.:, .: ,I ;, _: :.: , /(, __,, ,,_ _ _, ‘. ,. ,,_, 

notification s”ubmissio.n, and serves as a special. eon%!! that, $?en,,~ombined m ,““I- .“‘. ,.. ,) ,,_ _, _ , 
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with the general controls, will address the risks associated with this generic 

device type. 

II. Significance of Guidance 

This draft guidance document represents the, agency’s current thinking on 

certain dental sonography and jaw tracking devices. It dpes not create or confer 

any rights for or on any person and do,es not~~,operate to bind FDA or the public. 

An alternative approach may be used ifUsu$.approach satisfies the 

requirements of the applicable statute and regulations. ., . I 

The agency has adopted good guidance practices (GGPs), and published 

the final rule, which,set forth the agency’s regulations for the development, 

issuance, and use of guidance documents (21 CFR 10.115). This guidance 

document is issued as a level 1 draft guidance in accordance with the GGP <,_..,A,_. ,, ,. / ;_.,,* 1’ -,. : ^ r.:.:.:,*.: .d,,. ,^ .:+ ., : $;, ‘. ““.,.‘z,- < ,‘c, ,i ‘, , .i J 

regulations. 

III. EIectronic Access , ,A.” j__,. ” 9.L w... 1: > L,>ii,-l j ,,, ,ji-,- ,, , * ,,._ j r / )/ e,._ , ., , ,*b ./ _j v _..,+:i- ..‘___/ (, ___ ” ~_,:, I 

In order to receive the ,draft guidance entitled “Class II Special Controls _ * I, 

Guidance Document: Dental Sonography and Jaw Tracking Devices; Draft ! ‘_) “, .- 

Guidance for Industry and FDA ,Revi,ewers”, via, your fax ma&i% ?a11 the 

CDRH Pacts-On-Demand system at 890-899:9,3,8:, or 301$?7--0~11 from a ,-. ,-.: . . ,_ ” ). * ._c * ‘, **’ a*_ “ ,. jl_ , i _j (, ,” ” _i. : .- ;\ ,, 1 , 
touch-tone telephone. Press 1 to enter the system. At the second voice prompt ’ i, .,. .., ,‘j _ 

press 1 to order. a~document.>+ter the. document number ((,393) followed bY i,‘. , ,> 7)~ hub.” ,r , ,,( /l..* _,‘_ .*,. , ,. .A ‘, -, , ._ ., LA.,. .I n,__ __ 

the pound sign (#). Follow the remaining voice prompts to complete your 

.- 

request. 

Persons interested in obtaining a cop . . ‘. :- - _ y of the draft guidance may also do 

so using the Internef,The Center for Devices, a!$.RadioIogical Health (CDRH) * ii *A- /..% ,_~, .;. : ,‘: .1. .,;..:i= .2.,:.. a.,&;‘,,“,,:, .,. “, ;” ^_* / -/n”,‘,s i .: . ..a , . I, __ ,_ j 
maintains aqeztdy on the Internet for easy access to information in&?ding 
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text, graphics, and files that you may download to a personal computer. 

Updated on a regular basis, the CDRH home page nmludes d&i% safety alerts, 

Federal ,&egister reprints, information on premarket submissions (including 

lists of approved applications and manufacturers’ addresses):, small, .“ / -’ %‘( V’1” -.I - Ia ‘\-*I 5 .* &,>i,4?-;’ *a, .& ,.., +. ,*:“. ,-s-i ~*.$,; .p . , -I , ,^ “S.. 

manufacturers’ assistance, informationpn video conferencing and elec 
3ronic 

c-,- . ,_ 

submissions, Mammography Matters, and other device-oriented information. 

You may access the CDRH home page at http://www.fda.gov/cdrh. You may 

search for al 1 f?nRH mlidanr,e documents at http://www.fda.gov/cdrh/ 
.I v-I.‘- b- ^----- - ~~ _ .- i L 

guluallbti.ilLmL Guidance docume,nts, are also available. at httP://www.fda.gov/ ,,. a>, ,.i .” ,I- ii. / j ._ “. __ I I _ _ 

ohrms/dockets. 

This guidance cpntains inform,&on qoll,eqtion provisions that are subject _ 

to review by the Office of Management and Budget (OMB) under the Paperwork 

Reduction-Act9f?.9,~,~,~(44 U.S.‘C;: ,?501--3520). The burden,~ours”aSs?ciated ,,I, ‘.,,.., ,~ ,;, .< . . -.,,, ( _) ” ~) ,_ 
with 21 cm part 807, subpart E were approved under OMB control number 

0910-0120. 

V. Comments 

YOU may submit to the. Dockgts&$magement Branch (see ADFESSES) ‘., j. , 

written comments regarding this draft guidance by [insert dafe 98 days after 

date of publication jn th F Fe@ral Register]. YOU should. d??@ twq .coPies 

of any comments,. Individua& Fay submit on~opy. You must identify 

comm-ents with the docket number found *.*z*.“#4 &., r i;e; *.A, ,?>- ;.aCr ; -,&“&; ;, ‘j. I. i,n brackets in the heading of this -s, I ..A-Llr /a, bI* ,d.L”:~~. ;.zs 1 .,” I *, h<.. ..a-...,P../-,:.i:. I- S. :::,.I, ,_ ‘l _,j_.a’__x .a’, I- _“‘ .“,_. X___, ,,_ ,,;” .I 
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document. YOU may see the guidamxdocument and my COm~en@ rp.4, ._ .l.‘. ,,.“b”, ., “~,__& , _, ,_,_ 

receives in the Dockets Management Bf2,fi@b$$$%1 Cl &fn. and 4 p.m., .: .^ ” 

_ ._ ._ 

Monday through Friday. 

Dated: 
August 1, 2002. 

Linda S. Kahan, 
Deputy Director, 
Center for Dc++~ $,qd,Radiological Health. . , 

[FR Dot. CL&????? File+ ??-??-02; 8:45, ml 


